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DETAILED ACTION 
Double Patenting 

1 . The nonstatutory double patenting rejection is based on a judicially created doctrine 
grounded in public policy (a policy reflected in the statute) so as to prevent the unjustified or 
improper timewise extension of the "right to exclude" granted by a patent and to prevent possible 
harassment by multiple assignees. A nonstatutory obviousness-type double patenting rejection 
is appropriate where the conflicting claims are not identical, but at least one examined 
application claim is not patentably distinct from the reference claim(s) because the examined 
application claim is either anticipated by, or would have been obvious over, the reference 
claim(s). See, e.g.. In re Berg, 140 F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re 
Goodman, 1 1 F.3d 1046, 29 USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 
USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re 
Vogel, All F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) or 1.321(d) may 
be used to overcome an actual or provisional rejection based on a nonstatutory double patenting 
ground provided the conflicting application or patent either is shown to be commonly owned 
with this application, or claims an invention made as a result of activities undertaken within the 
scope of a joint research agreement. 

Effective January 1, 1994, a registered attorney or agent of record may sign a terminal 
disclaimer. A terminal disclaimer signed by the assignee must fully comply with 37 CFR 
3.73(b). 

2. Claims 1-4 and 7 are provisionally rejected on the ground of nonstatutory obviousness- 
type double patenting as being unpatentable over claims 3 and 4 of copending Application No. 
10/559730. Although the conflicting claims are not identical, they are not patentably distinct 
from each other because the instant claims call for particular solubility values, amounts of 
solvent used, and narrowing of the amounts of saponin and malonyl isoflavoneglycoside over 
those set forth in 10/559730. Such determination of particular ranges of amounts would have 
been well within the purview of one skilled in the art at the time of the invention through routine 
experimental optimization. The instant claims 1-4 and 7 fiirther call for the source of said 
composition to be soybean hypocotyls as well as the amounts of same included. It is not seen 
where the use of such source would make for a patentable distinction. It would have been fiirther 
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obvious to have arrived at such source as a matter of preference depending on, for example, the 
particular source that is readily available, most inexpensive, etc. 

This is a provisional obviousness-type double patenting rejection because the conflicting 
claims have not in fact been patented. 

3. Claims 5, 6, and 8 are provisionally rejected on the ground of nonstatutory obviousness- 
type double patenting as being unpatentable over claim 23 of copending Application No. 
10/507637. Instant claims 5, 6, and 8 are generic to or fiiUy encompass claim 23 of copending 
Application No. 10507637. In particular, claim 23 recites a process which is more specific than 
that of instant claims 5, 6, and 8 but well within the scope of claims 5, 6, and 8. 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 

Claim Rejections - 35 USC§102 

3. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in pubhc use or on 
sale in this country, more than one year prior to the date of appUcation for patent in the United States. 

4. Claims 1 and 2 are rejected under 35 U.S.C. 102(b) as being anticipated by JP 04266898. 
JP 04266898 discloses an isoflavone containing composition comprising malonyl 

isoflavone glycosides and due to the similarity in extraction of soybean hypocotyls using 
aqueous ethanol to that use din the instant claims, it is inherent that same would also include an 
amount of saponins in the amounts as called for in the instant claims. 

Claim Rejections - 35 USC § 103 
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5. The following is a quotation of 35 U.S. C. 103(a) which forms the basis for all 
obviousness rejections set forth in this OfRce action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

6. Claims 1-8 are rejected under 35 U.S.C. 103(a) as being unpatentable over Bombardelli 
et al taken together with Matsuura et al and Shiraiwa et al. 

Bombardelli et al discloses a composition containing saponins and isoflavones (including 
malonyl isoflavones) and a method for attaining same by extraction of soybean material 
(including soybean hypocotyls) using, for example, an ethanol solution (inherently at room 
temperature) in a concentration of 95% pure ethanol wherein said composition is attained use of 
absorbents and elution steps to arrive at saponin and isoflavone components that may be 
combined (see cols 6 and 7). It should be noted that said extract is edible and used in 
pharmaceutical compositions (e.g. Abstract). 

The claims differ in the amounts of malonyl isoflavone glycosides and saponins that are 
provided in the composition attained from such treatment as well as the particular water content 
of the ethanol solution. It should be first noted that Matsuura et al teaches the antioxidizing and 
solubility benefits of malonyl isoflavone (e.g. col. 1) and fiirthermore provides direction as to 
isolating same from soybean employing extraction, absorbent, and elution steps similar to those 
of Bombardelli et al. It would have been obvious to one having ordinary skill in the art at the 
time of the invention to have modified the amount of malonyl isoflavone in the final product to 
provide such beneflts and to have achieved the amounts as called for in the instant claims 
through routine experimental optimization. It would have been fixrther obvious to have arrived 
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at the particular solubility called for in claim 4 by manipulating the amount of said malonyl 
isoflavone in the final product which is known to have good solubility as a matter of preference 
depending on the degree of such benefit desired in the final product. 

Claims 3 calls for the amount of Group A saponins present in the final product. 
Shiraiwa et al discloses isolation of Group A saponins using techniques, again, similar to those 
of Bombardelli et al. Since it is known that Group A possess a particular taste that separates 
same from the other saponins, it would have been well within the purview of a skilled artisan to 
adjust and target the particular amount of same present in the final product as a matter of 
preference depending on the degree of such taste desired or avoided in the final product. 

The claims further call for particular processing conditions not expressly articulated in 
Bombardelli et al (e.g. water in ethanol solution during elution from adsorbent resin). However, 
such processing conditions would have been well within the purview of a skilled artisan, and it 
would have been further obvious to have arrived at same through routine experimental 
optimization. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Anthony Weier whose telephone number is 571-272-1409. The 
examiner can normally be reached on Tuesday-Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Milton Cano can be reached on 571-272-1398. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained trom the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



Anthony Weier 
Primary Examiner 
Art Unit 1794 

/Anthony Weier/ 
Primary Examiner, Art Unit 1794 

Anthony Weier 
September 28, 2008 



